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Dear Secretary ‘~l~ho13q~3on: 

The American Academy of Pediatrics (AA@, an orgmization C# 57,000 pcdia.tricians, 
and the Society for Adolescent Medicine (SAM)? n multidisdplillary organization of 
1,400 health professiona.ls whn care for adolescents, s’uppott changing the stmts 01’ 
Elnargeacy Contraceptives (EC) from prcscri,ption to over-the-counter (OTC) as an 
inqpxtnnt +step to providing young women sak and effective treatlnenl ti_lr reducing 
~mcxpcctcd pregnamies. The AAP and SAM believe the 23-4 vote of two expert 
advimy committees to tht: Food and Drug Administration. recom~aending this switch 
provides strong &a& important scientific confrmadon that EC is suitable to be sold over- 
the-c;0 un.ter. 

It 1x1.~ long been the polic;y of the AAP md SAM to encowru.ge sbstaininy from 
intercourse as the suxest: way to prevent sexually transmitted diseases (STlIs) and 
pregnancy, however we al.so kn.ow that both &nsuing access to contl:uL;eption and helping 
ad&z~~nts undersl’and how to LISO contraception more ef:ectively when they do beconle 
sexwdly active are essential components of pre,vcnting S’IUs and unintended 
pregnancies, For patients already engaged in ~xunl intercourse or who are 
contemplating hkng sex~tal intercourse, pcdiat.rkians and othtir adolescent health 
G&JZ prof.k~si~onals provide appropriate counseling about sexual behaviors and the risks 
assac.i &d with unprotected. sex. J3espi te these medical efforts, the mai arity of I-1 S 
adolescents begin having sexual inter:rr;ourse by mid- to late a.dol.escence, with an avera.ye 
ngc of first. intercourse between 15 wed 17 years.’ Lt sh.ould he noted that approximately 
half of all adolescenl pregnancies occur within the lirsl six months after the &kmxmt 
becomes sexually active, and one-IVth OX pregnancies occur within the Crst montk” 

‘l’here is no evi.denco fo suggest that relksal to provide contrace,ption to adolcsccrus 
results i.n absti.nenc;e or postponcmcnt of sexual activity. In fact, if adokscents perceive 
obstcuzles to obtaining contracept-ion and condoms, khcy are mope likely to have negative 
t)Uttiorms to sexual activity,“’ 
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IL is importcu~t to provide easily nccess.iible and affordable emergency conirace,p6on for 
adolescents whose contraception fails or is not used during tlrc most recent sexual, 
~r~~~~ter. It is essential that EC products are available tar all ticrlcscenls ;~:illd women of 
~cptod~ctive qge. The age ol’onset ofmenarche varies; Wre’lore AAP and SAM would 
o;ppose any age timi~taLions on producl availability, a.8 well as any’ &forts to limit 
a.ccessibil.ity via Iocation placement witbin a store or clinic. Similarly, EC must be 
affordabfe to the adolescent pogu1atio.n. 

A AP and S.AM’ a.clcnowl.ed.ge that, though IX: does not prevent sex~rall y mansmilu4 
discasus, i,t C&I prevent pregnmcy if it is readily szvailablo and used in a timely man~ie1’. 
Our organizations are colmnitted to ensuring that adolescents understand the proper use 
ol-’ EC, inclctding 111at il should not be substituted Ibr (Ifher methods of contraception oi 
protection kern STDs. 

As noted in the 2001 petition to tl~ Food a$1 Drug Administration. urging a switch in 
st~dxw for emergency cont;raceptives, AAP and. Skull believe EC should be macic 
av;tilabJe over-the-counter ibr the I,Vollowing reason.s; 

IX is safe for self-medication bocausc it is trot toxic to the young woman (or CO rhc 
ej?>bryo or fkbs if a pregnancy had baen previously cstablkhed in the woman); iis 
side effects are minor and. we1.l. known (e.g., nausea, breast ~nd.erness, Lowor 
abdominal pain, I&igue:. headache, heavier or Ii&k menstrual bleedin.&, dizziness, 
and vomiling, and diarrhea); it has a low risk ofabusc or overdose and in the even’1 ol‘ 
&an averdosa, the side effects are simikar to tllosc reported a.fter regular doses oI‘EC 
(see above). 

EC is effective whef:l1 self-a-adminjstered. Its a.drninistr#ion is sinple an.cl reli.es o~nly 
on assassrnonts as to time elapsed since sexual intercourse tha2: can bc independently 
made by the young woman. Any inter;tc;tion bctwccn EC alld other drugs would be 
non k&al. and unlikely to seriously affect EC’s efficacy. 

The only condition EC treats - contraception fa.ilure or Fail.ure 10 use contraception 
duri n.g i ntorcoursc -Y is one that is diagnoszlble by a. young woman and has no 
contraindications tlmt would pose a danger to lhe patient. 

Contacling a physician and obtaining and filling a prescription hinders women fimn 
obk~ining EC in a timely fa.shion”‘. Making BC L~vd1abJ.c OTC will nllnw more 
~~clolescsnts ancl women to use the treatment LUI~ prevent unexpected pregnancies. 
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We are grateful th,at the Food and Drug Administration has provided the scientific review 
of th.is important tkraperttiic und urge the EDA to ~&firm the ex.pert advisory panels’ 
reconzmend.ations to switch Emcrgency Contraeption to over-the-counter status. 

Sincerely. 

Car&n Jolu’lston, MD, FA,RP Vaughn 1. Ricltert:t, Psy.IJ 
President President 
Americm Acak~~~.y al’ Pediutrics Society for Adolescent Mcdicinc 

C.T/ehv VR/mcm 
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